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The pharmaceutical industry is highly dependent on intellectual property rights. 
Patent drug companies which have many patents will make every attempt to extend 
the term of protection of pharmaceutical patents in order to seize the high profits, 
maintain their monopoly position, postpone the time when the public can buy cheap 
generic drugs，and affect the public health and the welfare. As in recent years many 
“star drugs” patents will expire around the world, generic drugs become more and 
more important. Through the analysis on Chinese pharmaceutical patent system and 
generic legal norm, this article expect to be able to balance the interests of all parties, 
realize the breakthrough of the government regulation of generic drug to cut the drugs 
price, reduce the government and individual medical burden.  
This article is composed of introduction，text and conclusion, the main text is 
divided into three chapters. 
Chapter 1 introduces the present situation of generic drug development and the 
related legal norm in China and points out their inadequacies in China. Chapter 2 
analyzes the legal issues of generic drug going on the Market and points out that the 
drug information retrieval is an important measure to prevent infringement of the 
generic drug patent. Chapter 3 falls into four aspects elaborating on the solutions of 
generic drug’s legal problems of promoting to go on the market. First, from the 
perspective of generics companies, using the regional of patent and combining 
imitation with innovation to improve the level of generic drugs. And then from the 
perspective of the government, perfecting the generic drugs’ patent regulations, 
improving the promotion of generic drug administrative to permit system to ensure 
the accessibility of drugs, providing the system safeguard for the generic drug’s 
development for China. 
 



























引  言 ................................................................................................. 1 
第一章 我国仿制药发展现状及相关法律规范 ................................... 3 
第一节 我国仿制药发展现状 ......................................................................................... 3 
第二节 我国仿制药相关法律规范 ................................................................................ 4 
一、我国药品专利立法现状 .................................................................................... 4 
二、我国仿制药相关立法现状 ............................................................................... 5 
第二章 仿制药上市的法律问题研究 .................................................. 9 
第一节 仿制药企业开发仿制药上市一般过程的法律问题 ................................... 9 
第二节 仿制药开发上市期间的信息检索 ................................................................. 10 
一、药物专利文献检索的必要性 ......................................................................... 10 
二、药物专利文献检索途径 .................................................................................. 11 
三、药物行政保护信息检索 .................................................................................. 13 
第三章 促进仿制药上市的法律问题解决方案 ................................. 15 
第一节 利用专利的地域性进行仿制药生产 ............................................................ 15 
第二节 仿创结合以提高仿制药的生产水平 ............................................................ 15 
第三节 完善以促进仿制药发展的专利制度 ............................................................ 16 
一、灵活运用药品专利强制许可制度 ................................................................ 17 
二、完善 Bolar 例外原则 ........................................................................................ 18 
第四节 建立促进仿制药上市的行政许可制度 ....................................................... 19 
一、降低药品试验数据专有权的保护力度 ....................................................... 19 
二、完善仿制药注册管理制度 ............................................................................. 20 
结  语 ............................................................................................... 22 
参考文献 ........................................................................................... 23 



























Preface ................................................................................................ 1 
Chapter 1 the Present Situation of Generic Drugs’ Development 
and the Related Legal Norm in China ............................................ 3 
Subchapter 1 The Present Situation of Generic Drug’s Development in China
 .................................................................................................................................................. 3 
Subchapter 2 The Related Legal Norm of Generic Drugs in China ................... 4 
Section 1 The Present Situation of Pharmaceutical Patent Legislation in 
China ................................................................................................................................ 4 
Section 2 The Generic Drugs’ Legislation in China .............................................. 5 
Chapter 2 Study on the Legal Problems of Generic Drugs ................ 9 
Subchapter 1 Legal Problems in the Development of Generic Drug 
Companies ............................................................................................................................. 9 
Subchapter 2 Information Retrieval During the Development of Generic 
Drugs ..................................................................................................................................... 10 
Section 1 The Necessity of the Drug Patent Document Retrieval .................... 10 
Section 2 The Ways of Drug Patent Document Retrieval................................... 11 
Section 3 Drug Administrative Protection of Information Retrieval ............... 13 
Chapter 3 Solutions of Promoting Generic Drugs to Go on the 
Market .............................................................................................. 15 
Subchapter 1 Producing Generic Drugs Using Regional Patent ........................ 15 
Subchapter 2 Combining Imitation and Creation in Order to Improve the 
Level of Production of Generic Drugs ........................................................................ 15 
Subchapter 3 Perfecting Patent System in Order to Promote Generic Drugs 
Development ....................................................................................................................... 16 
Section 1 Flexibility in Using the Drug Patent Compulsory License System 17 













Subchapter 4 Establishing the Generic Drugs Administrative Licensing 
System to Promote Generic Drugs to Go on the Market ...................................... 19 
Section 1 Reducing Drug Test Data of the Exclusive Rights ............................ 19 
Section 2 Improving Generic Drugs Registration Management System ......... 20 
Conclusion ........................................................................................ 22 






















例，1940 年至 1975 年 35 年间，仅发明了 10 种新药，但 1975 年开始对药品实





















                                                             
① 张平.技术创新中的知识产权评价——实证分析与理论研讨[M].北京:知识产权出版社,2004.34. 
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司（IMS Health）预测中国医药市场在 2014 年至 2018 年间复合年均增长率将达
到 12.9%（±3.3%），在 2018 年市场份额将达到 10560 亿人民币。从 2012 年开






                                                             
① 美国食品药品监督管理局（FDA）药品评估和研究中心（CDER）给仿制药（Generic Drug）的定义是 A drug 
product that is comparable to a brand/reference listed drug product in dosage form, strength, route of 































































































品管理法》作为我国的药品基本法律，颁布于 1984，并经过 2001 年和 2013 年
两次修订，都没有出现过“仿制药”一词，更没有对此作出系统的定义与说明，































第十届全国人民代表大会常务委员会在 2003 年 8 月 27 日通过了《行政许可
法》的修正案，国家食品药品监督管理局为了适应新的《行政许可法》和加入 
WTO 后的要求，于 2005 年 2 月 28 日审议通过了《药品注册管理办法》（国家
食品药品监督管理局令第 17 号）（以下简称《办法》）并于 2005 年 5 月 1 日起










个和 10 个工作日。①2007 年国家食品药品监督管理局颁布了新的《药品注册管
理办法》（国家食品药品监督管理局令第 28 号），在第 12 条第 3 款中规定：“仿
制药申请，是指生产国家食品药品监督管理局已批准上市的已有国家标准的药品
的注册申请；但是生物制品按照新药申请的程序申报。” 2013 年初国家食品药
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